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DETAILED ACTION 

The application is published application number 2004/01 331 1 3: The publication is 
classified in US 606/34,41,45. 

The Applicant is requested to provide (or check for accuracy) at the beginning of the 
Specification updated status information (serial numbers and patent numbers) of all 
related applications. The effective filing date of this application is 1-21-04. 

Pending claims as of 1-21-04 are 1-39. 

Elected (without traverse) claims 16-28 and 36-39 are examined below. 
Non-elected / withdrawn claims are 1-15 and 29-35. 

Information Disclosure Statement 

The information disclosure statement (IDS) was submitted on 7-6-04 / 4-27-04. 
The submission is in compliance with the provisions of 37 CFR 1 .97. Accordingly, the 
information disclosure statement is being considered by the examiner. 

Election/Restrictions 

Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-15 and 29-35, drawn to an electrosurgical device, classified in 
class 606, subclass 41. 
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II. Claims 16-28 and 36-39, drawn to a method of cutting tissue guiding By 
ECG, classified in class 128, subclass 898. 

The inventions are distinct, each from the other because of the following reasons: 

Inventions I and II are related as process and apparatus for its practice . The 
inventions are distinct if it can be shown that either: (1) the process as claimed can be 
practiced by another materially different apparatus or by hand, or (2) the apparatus as 
claimed can be used to practice another and materially different process. (MPEP § 
806.05(e)). In this case the process/method can be performed by mapping electrodes, 
instead of ECG. 

Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art as shown by their different classification , 
restriction for examination purposes as indicated is proper. 

Because these inventions are distinct for the reasons given above and the 
search required for Group I is not required for Group II, restriction for examination 
purposes as indicated is proper. 

During a telephone conversation with Jung-Kay Chiu on 1-17-06 a provisional 
election was made without traverse to prosecute the invention of Group II, claims 16-28 
and 36-39. Affirmation of this election must be made by applicant in replying to this 
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Office action. Claims 1-15 and 29-35 are withdrawn from further consideration by the 
examiner, 37 CFR 1.142(b), as being drawn to a non-elected invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1.17(i). 

The claims are most consistent with the embodiments depicted in figures 8 and 9. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 16-28 and 36-39 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention. The Applicant's use of ECG is confusing. By definition, ECGs provide a 
picture of the heart's electrical activity sensed from the surface of the skin. However, the 
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specification describes an ECG monitoring mechanism with an internal electrode. 
Clarification is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 16-28 and 36-39 are rejected under 35 U.S.C. 102(e) as being clearly 
anticipated by Krishnan (US 2004/0133113). 

Krishnan discloses a method of surgery comprising the steps of: 

(i) introducing a surgical device (30) into a heart of a patient, the surgical device 
comprising an elongate member having a distal region and a proximal region, an energy 
delivery device (electrode, proximate to the distal region capable of cutting material 
(patented title includes "transseptal puncture") and an ECG monitoring mechanism 
(electrograms) for determining ECG in the heart proximate to the distal region; 

(ii) positioning the energy delivery device to a first desired location in the heart 
adjacent material to be cut; 
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(iii) delivering energy using the energy delivery device to cut said material (to 
cause transseptal puncture); and 

(iv) monitoring ECG in the heart using the ECG monitoring mechanism in order to 
determine the position of the surgical device at least one of before and after step (iii). 
See paragraphs 21-32. 

Note: the Office equates the Applicant's ECG monitoring mechanism to 
Krishnan's electrogram because the Applicant in paragraph 12 of the specification 
discloses an ECG related electrode at the distal region of the energy delivery device 
within the heart. (Electrograms sense the electrical activity of the heart from within the 
heart, whereas an "ECG" normally provides the heart's electrical activity as sensed from 
the surface of the skin.) This ambiguity in the Application is also addressed above in the 
35 USC § 112 rejection. 

17. The method as claimed in claim 16 further comprising a step of: (v) advancing the 
device to a second location. Krishnan discloses dragging the device (paragraphs 57 and 
61), anticipating "second location's. 

18. The method as claimed in claim 17 further comprising a step of: (vi) monitoring ECG 
using the ECG monitoring mechanism at the second location (paragraphs 57 and 61 ). 

19. The method as claimed in claim 16 wherein step (i) comprises introducing the 
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device into the patient's vasculature. See paragraphs 6 and 79. 

20. The method as claimed in claim 19 wherein the step of introducing the device into 
the patient's vasculature comprises inserting the device into a dilator and a guiding 
sheath positioned in the patient's vasculature. Also see paragraphs 6 and 79. 

21 . The method as claimed in claim 20 comprising a step of: (v) advancing the dilator 
and the sheath to a second location together over the surgical device. See paragraphs 
6 and 79. 

22. The method as claimed in claim 20 comprising a step of: (v) advancing the dilator, 
sheath and surgical device all together into a second location (paragraphs 6, 57, 61 , 
79). 

23. The method as claimed in claim 16 wherein the material is tissue located on an 
atrial septum of the heart. See the first sentence of the Abstract. 

24. The method as claimed in claim 1 8 wherein the ECG monitored at the second 
location is the ECG in the left atrium (paragraphs 57 - dragging, 61- dragging, 82 - left 
atrium). 



25. The method as claimed in claim 16 wherein step (ii) comprises dragging the surgical 
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device about a surface of the heart while simultaneously monitoring ECG to determine 
the first desired location. See paragraph 57. 

26. The method as claimed in claim 25 wherein the first desired location is determined 
in response to the observation of a distinctive change in the ECG signal. See paragraph 

57. 

27. The method as claimed in claim 26 wherein the ECG signal at the first desired 
location is damped (reduced as disclosed in paragraph 57, last sentence) in comparison 
with the ECG signal monitored otherwise on the surface of the heart as the surgical 
device is located about the first desired location. 

28. The method as claimed in claim 26 wherein the first desired location is a fossa 
ovalis of the heart. See second sentence of Abstract. 

36. A method of cutting tissue at a desired location in a body of a patient comprising the 
steps of: inserting a surgical device into the body, said surgical device comprising 
means for cutting material and means for 

determining a position of the device responsive to ECG within the heart; and positioning 
said surgical device at the 

desired location in response to the means for determining a position of the device. (This 
is addressed above.) 
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37. The method as claimed in claim 36 comprising the step of: cutting material at the 
desired location (transseptal puncture, addressed above). 

38. The method as claimed in claim 37 comprising the step of: moving said device in the 
body in response to said means for determining a position of the device (paragraph 57, 
inter alia). 

39. The method as claimed in claim 38 comprising re-positioning said device for re- 
cutting in response to said means for determining a position of the device (paragraphs 
57 and 61). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Peter J. Vrettakos whose telephone number is 571-272- 
4775. The examiner can normally be reached on M-F 9-6. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda C. Dvorak can be reached on 571-272-4764. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Pete Vrettakos 




